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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1. 17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
9/29/2004 has been entered. 

2. Amended claims 1, 3 (9/29/2004) and previously presented claims 14, 43-50, are 
pending and under consideration by the Examiner. 

Claim rejections-35 USC § 112, second paragraph 

3. Claims 1, 3, 14, 43-50 are rejected under 35 U.S.C. § 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claim 1, the term "characterized" renders the claim indefinite because 
it is unclear whether the limitation(s) following the phrase are part of the claimed 
invention. See MPEP § 2173.05(d). 

Claims 3, 14, 43-50 are rejected as vague and indefinite insofar as they depend on 
the above rejected claims for their limitations. 
Claim Rejections - 35 USC §103 

4. Claims 1, 3, 14, 43-49 are rejected under 35 U.S.C. 103 as being unpatentable 
over Girasole et al (1995) in view of Kishimoto et al. (US Patent No. 5,888,510). 

This rejection is maintained for reasons of record set forth at pages 2-4 of the 
previous Office action (3/18/04) and pages 2-4 of the Office action (5/25/04). 
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Applicants argue that unlike rheumatoid arthritis, bone density is controlled in 
vivo by two types of counter-acting cells, osteoclast and osteoblast and that the in vitro 
results of Girasole only teaches the effect of IL-1 1 signaling on osteoclast, but is 
completely silent about its effect on osteoblast. Applicants argue that more importantly, 
the reference is completely silent about the unexpected discovery that IL-1 1 signalling 
has opposite effects in osteoclast and osteoblast in vivo, e.g., inhibiting IL- 11 function 
simultaneously inhibits osteoclast function and enhances osteoblast function. However, 
contrary to Applicants arguments, this property of IL-1 1 signaling is inherent in the prior 
art process i.e. in vivo there is a balancing process and inhibiting IL-1 1 function would 
simultaneously inhibit osteoclast function and enhance osteoblast function. It is old and 
well known that calcification in vivo is in an equilibrium, synergistic state because of the 
constantly occurring catabolic and anabolic processes i.e. mineralization and 
demineralization processes. Applicants are arguing both sides of the coin. Applicants 
assert that the Girasole reference teaches in vitro the effect of IL-1 1 signaling on 
osteoclast but fails to teach promoting osteoblast function i.e. increasing bone density. 
However, contrary to Applicants arguments, if these effects were taught in the Girasole 
reference the instant rejection would be a 35 USC 102(b) rejection rather than a 35 USC 
103 rejection. In view of the foregoing, when all of the evidence is considered, the 
totality of the rebuttal evidence of nonobviousness fails to outweigh the evidence of 
obviousness. 

The declaration under 37 CFR 1.132 by Dr. Shaughnessy filed 9/29/2004 is 
insufficient to overcome the rejection of claims 1, 3, 14, 43-49, based upon 35 U.S.C. 103 
as set forth in the last Office action. 
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The declaration is non-persuasive because it reiterates Applicants' arguments 
regarding the results that treatment with an anti-IL-1 1 antibody has the synergistic effect 
of both enhancing bone formation and decreasing bone resorption, which arguments have 
been addressed in the Office action filed on 3/18/2004 and 5/25/2004. 
5. Claim 50 is rejected under 35 U.S.C. 103 as being unpatentable over Girasole et 
al (1995) in view of Kishimoto et al. (US Patent No. 5,888,510) as applied to claims 1, 3, 
14, 43-49 above, and further in view of Queen et al. (US Patent No. 5,530,101). 

This rejection is maintained for reasons of record set forth at pages 4-5 of the 
previous Office action (3/18/04) and pages 24 of the Office action (5/25/2004). 

Applicants argue that the claimed invention is not obvious in view of Girasole et 
al (1995) in view of Kishimoto et al., and further of Queen et al. does not in any way 
correct these defects. However, as argued previously, this rejection is a 35 U.S.C. 103 
rejection not a 35 USC 102 rejection. Therefore, a skilled artisan, from the combined 
teachings of the prior art would have an expectation of success knowing that a method of 
administering a humanized monoclonal IL-1 1 antibody to a patient would increase 
osteoblast-mediated bone formation process and decrease osteoclast-mediated bone 
resorption process since these processes are in a constant balance. 
Conclusion 

No claim is allowed. 

Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Prema Mertz whose telephone number is (571) 272-0876. 
The examiner can normally be reached on Monday-Friday from 7:00AM to 3 :30PM 
(Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (571) 272-0961. 
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Official papers filed by fax should be directed to (703) 872-9306. Faxed draft or 
informal communications with the examiner should be directed to (571) 273-0876. 

Information regarding the status of an application may be obtained from the 
Patent application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto. gov . Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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